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Amendments to the Claims: 

This listing of claims will replace all prior versions, and listings, of claims in the 
application; 
5 Listing of Claims: 

Claim 1 . (Currently Amended): An assembly for forming a barrel of a pre-filled 
syringe, comprising: 

(a) a syringe body having a generally cylindrical side wall with an inner surface and 
an outer surface, the side wall extending between a link cud And a lower rimmed end and 

10 an upper neck end : 

(b) a generally cylindrical elastomeric piston having an upper surface, a lower 
surface and a side surface adap t ed to fo rm a hermetic s e a l wi t h the inner su rfac e of the 
cylindrical sid e wall when inser te d in to t he open rimm e d e nd uf the syringe body, and - a 
lower s ur fa ce opposi t e t he uppe r surface, t he u p p e r surfac e of t h e piston being clos er to th e 

15 n e ck end o f t he syringe b o dy than the lower smfacc o f t he pis t on when the pisluu is 
ins e rt e d into t he o pen rimm e d e nd of t he syring e body ; 

(c) a generally cylindrical sleeve having a base end and a top end, wherein said 
syringe body is received inside the top end of the sleeve i ntermediate the top end and the 
base end of the sleeve: said sleeve being in a close fit with the rimmed end of the syringe 

20 body located i ntermediate t he t op end and t he base end o f t he s le ev e; 



PAGE 3/14 * RCVD AT 411 312004 1 1 :52:34 AM [Eastern Daylight Time] * SVR:IISPT0-EFXRF-1/1 * DNIS:8729306 * CSID: * DURATION (mnfi«$s):03-56 



610 P04 APR 13 »04 11:58 



(d) piston support means iiiumtact integrally forced with the sleeve, said piston 
support means having a support surface on which the piston is supported, saidlower 
JB f sr -,. n :„ ^ r ™^e to and engagjnjLsaj^^ ^ 
to upper surface ~f ~™ P^™ distallv located wit h. ,. F T^t tn said piston support mea ns, 

5 saiduyj^^ spaced IpngUudinaUv^ from the rimmed end of 

the syringe K^ y ^id piston residing qut ad^aidjg rin^ body there by a. J ^UU.llJly 
conccntri ^^ c reating a gap exists between the upper surface of the piston 

and the rimmed end of the syringe bodyrthercby permitting sterilization of the synnge 
body and the piston by a sterilizing gas: ancL 

l0 (f \ W side sur f nrr ~f f«™ «* T*»* to fnm1 * hftntietic SCf>1 W ' th thg imW 

„*.u* ^nrfri^l «id« wa ll of said ^yri nfre body whm said piston i* inserted into the 

rS ^ftri end of the ^ yrinpe body after sterilization.. 

Claim 2 (original): The assembly of claim ], wherein the base end of the 
sleeve has an outer diameter sufficient to permit the assembly to be conveyed standing 
1 5 upright through an apparatus for filling and capping pharmaceutical vials. 

Claim 3 (original): The assembly of claim 1, wherein the base end of the sleeve 
has an outwardly projecting flange, the flange having a diameter and a height so as to 
prevent interference such as would cause tipping when the assembly is conveyed standing 
upright through an apparatus for filling and capping pharmaceutical vials. 
20 Claim 4 (original): The assembly of claim 3, wherein the flange has a substantially 
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flat radially outwardly facing wall which is substantially vertical when the assembly is 
standing upright. 

Claim 5 (original): The assembly of claim 1, wherein the sleeve has an inwardly 
projecting portion intermediate the base end and the top end for supporting the rimmed end 
of the syringe body. 

Claim 6 (original); The assembly of claim 5, wherein the inwardly projecting 
portion comprises a detent of sufficient shape and size to retain the rimmed end of the 
syringe body intermediate the top end and the base end of the sleeve in the absence of a 
force which pushes the rimmed end of the syringe body and the base end of the sleeve 
toward one another, but which permits the rimmed end and the base end to be pushed 
toward one another in response to a predetermined force. 

Claim 7 (currently amended): The assembly of claim 1, wherein the piston support 
means is integrally farmed with the sleeve, and comprises a piston support surface located 
radially inwardly of the inner surface of the syringe body side wall. 

Claim 8 (original): The assembly of claim 7, wherein the piston support surface is 
annular with a central aperture through which the piston can be engaged by a plunger. 

Claim 9 (original): The assembly of claim 8, wherein the piston support surface is 
positioned relative to the base end of the sleeve such that the piston is supported above the 
base end of the sleeve when the assembly is standing upright. 

Claim 10 (original): The assembly of claim 9, wherein the piston support surface is 

5 



PAGE 5/14 * RCVD AT 4/13/2004 1 1 :52:34 AM [Eastern Daylight Time] * SVR:USPT0-EFXRF-1/1 * DNIS:8729306 * CSID: * DURATION (mm-ss):03-56 



610 PQ6 APR 13 '04 11:58 



spaced inwardly from the inner surface of the sleeve by a distance substantially equal to a 
thickness of the syringe body side wall, thereby forming an annular recess between the 
piston support surface and the inner surface of the sleeve, the annular recess having a 
bottom wall intermediate the piston support surface and the lower surface of the base end, 
such that when a force is applied to push the rimmed end of the syringe body into the 
annular recess until it engages the bottom wall, the piston becomes fully inserted in the 
syringe body with its side surface forming a hermetic seal with the syringe body side wall. 

Claim 1 1 (withdrawn): The assembly of claim 1, wherein the piston support means 
comprises a stabilization cap comprising a hollow cylindrical portion with an upper end and 
a lower end adapted to fit inside the syringe body, with the upper end of the cylindrical 
portion forming a piston support surface for engagement with the lower surface of the 
piston, the stabilization cap further comprising a finger flange projecting radially outwardly 
at the lower end of the adapter ring. 

Claim 12 (withdrawn): The assembly of claim 1 1 , wherein the finger flange fits 
inside the base end of the sleeve. 

Claim 1 3 (withdrawn): The assembly of claim 1, wherein a plurality of said piston 
support means are arranged on a tray. 

Claim 14 (withdrawn); The assembly of claim 7, wherein a plurality of said 
integrally formed sleeves and piston support means are arranged on a tray. 

Claim 1 5 (withdrawn): A method for producing a pre-filled syringe body for a pre- 

6 
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filled syringe, the syringe body comprising a barrel and a piston, the barrel having a 
generally cylindrical side wall with an inner surface and an outer surface, the side wall 
extending between a neck end and a rimmed end of the barrel, the piston being generally 
cylindrical and formed of an elastomeric material with an upper surface, a side surface 
adapted to form a hermetic seal with the inner surface of the barrel when inserted into the 
open rimmed end of the barrel, and a lower surface opposite the upper surface, the method 
comprising: 

(a) forming a first assembly comprising said elastomeric piston, a generally 
cylindrical sleeve having an inner surface, and outer surface, a base end and a top end, and 
piston support means in contact with the sleeve and having a piston support surface on 
which the piston is supported with its lower surface engaging the piston support surface, the 
piston support surface being spaced radially inwardly of the inner surface of the sleeve; 

(b) forming a second assembly by inserting the rimmed end of the barrel into the top 
end of the sleeve to a sufficient depth that the barrel is stably supported in the sleeve, and 
such that the rimmed end is located intermediate the top end and the base end of the sleeve 
with a gap between the upper surface of the piston and the rimmed end of the barrel; 

(c) sterilizing the second assembly with a sterilizing gas; 

(d) applying a force to the second assembly to cause relative movement of the body 
toward the base end of the sleeve, causing insertion of the piston into the barrel such that 
the side surface of the piston forms a hermetic seal with the inner surface of the body and 

7 
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seals the rimmed end of the barrel; 

(e) filling said barrel with a medicament or a component thereof through the neck 
end using equipment for filling and capping pharmaceutical vials; and 

capping the neck end of the barrel using said equipment for filling and capping 
pharmaceutical vials; 

wherein, subsequent to insertion of the piston in step (d), said second assembly is 
conveyed through at least a portion of said equipment for filling and capping 
pharmaceutical vials while freestanding in an upright position. 

Claim 16 (withdrawn): The method of claim 15, wherein the medicament is in the 
form of a liquid when filled into the barrel in step (e) T and wherein the method further 
comprises lyophilization of the medicament between steps (e) and (f). 

Claim 1 7 (withdrawn); The method of claim 15, wherein the sleeve is removed 
from the syringe body after step (f). 

Claim 1 8 (withdrawn): The method of claim 1 7, wherein the pre-filled syringe body 
further comprises an adapter ring which forms said piston support means and comprises a 
hollow cylindrical portion with an upper end and a lower end, the upper end of the hollow 
cylindrical portion forming a piston support surface for engagement with the lower surface 
of the piston, the adapter ring further comprising a finger flange projecting radially 
outwardly at the lower end of the adapter ring, and wherein during step (d) the hollow 
cylindrical portion of the adapter ring becomes received inside the barrel, with the rimmed 

8 
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end of the barrel engaging the finger flange. 

Claim 19 (withdrawn): The method of claim 18, wherein the cylindrical portion of 
the adapter ring forms a snap fit with the rimmed end of the barrel. 

Claim 20 (previously presented); A pre-filled syringe, comprising; 

(a) a syringe body having a generally cylindrical side wall with an inner surface and 
an outer surface, the side wall extending between a n e ck end and a lower rimmed end and 
an upper neck end : 

(b) a generally cylindrical elastomeric piston having an upper surface, a lower 
surface and a side surface a da p ted tu fuuu a h e rmetic seal with tin iunci ^uiface of t he 
cylindrical sid e wall wh e n ins e rted in to the o p en rimmed end o f the syring e body, and a 
low er su r face o p posi t e th e -u pp er surface ; 

(c) a generally cylindrical sleeve having a base end and a top end, wherein said 
syringe body is received inside the top end of the sleeve intermediate the top end and the 
base end of the sleeve: said sleeve being in a close fit with the rimmed end of the syringe 
body l o ca t ed i ntermediate t he top end and th e base end of the slccvc ;-and; 

(d) said sleeve includes a piston support surface on which said piston is supported; 
said lower surface of said piston proximate to and engaging said piston support surface and 
said with its upper surface of said piston distal] v located with respect to said piston support 
surface, said upper surface of said piston being spaced longitudinally apart from said 
rimmed end of said syringe body, and subs t a ittt aBy co i TCe i rt rie -t h e r e witl i ; s u c l rt ha t said 

9 
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piston residing outside said syringe body thereby creating such that a gap exists between 
said upper surface of said piston and said rimmed end of said syringe body , t her e by 
permitting sterilization of said syringe body and said piston by a sterilizing gas i_and, 

( c) said side surface of said piston adapted to form a hermetic seal with the inner 
surface of the cylindrical side wall of said syringe body when said piston is inserted into the 
rimmed end of the syringe body after sterilization . 



/ 
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